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NATIONAL CANNERS ASSOCIATION 


Washington, D. C. 


October 15, 1960 


FDA REGULATION UNDER COLOR ADDITIVE AMENDMENT 


(from Federal Register of Oct. 15, 1960) 


The FDA on October 12 issued the first of new regulations 
under the Color Additives Amendment to the Federal Food, Drug, and 


Cosmetic Act. 


Among other things, the regulations list color additives 


other than coal tar colors which were known to have been in use in foods, 
drugs, and/or cosmetics prior to enactment of the law on July 13, 1960, 

and which may therefore continue in use for the 24-year grace period, or 
unless and until data are available on which to establish a tolerance or to 


revoke the provisional listing. 


Title 21—FO0D AND DRUGS 


Chapter |I—Food and Drug Adminis- 
tration, Department of Health, 
Education, and Welfare 


PART 8—COLOR ADDITIVES 


PART 9—COLOR CERTIFICATION | 


Transitional Regulations Under Title 
ll of Color Additives Amendments 
of 1960 to Federal Food, Drug, and 
Cosmetic Act 


The purpose of this order is to provide 
for the provisional listing and for the use 
on an interim basis, until the basic pro- 
visions of section 706 of the Federal Food, 
Drug, and Cosmetic Act shall have be- 
come fully effective, of established color 
additives, to the extent and under con- 
ditions consistent with the public health; 
provide for the termination of provi- 
sional listing of certain color additives 
where such action is found necessary for 


PROVISIONAL REGULATIONS 


§ 8.501 Provisional lists of color addi- 
tives. 


The Commissioner of Food and Drugs 
finds that the following lists of color 
additives, the specifications for which 
appear in Part 9 of this chapter, are 
deemed provisionally listed under section 
203(b) of the Color Additives Amend- 
ments of 1960: 

(a) Color additives provisionally 
listed for food, drug, and cosmetic use. 


FD&C Green No. 1 (§ 9.21 of this chapter). 
FD&C Green No. 2 (§ 9.22 of this chapter). 
FD&C Green No. 3 (§ 9.23 of this chapter). 
FD&C Yellow No. 6 (§ 9.40 of this chapter). 
FD&C Yellow No. 6 (§ 9.41 of this chapter). 
FD&C Red No, 1 (§ 9.60 of this chapter). 
FD&C Red No. 2 ($9.61 of this chapter). 
FD&C Red No. 3 (§ 9.62 of this chapter). 
FD&C Red No. 4 (§ 9.63 of this chapter). 
FD&C Blue No. 1 (§ 9.80 of this chapter). 
FD&C Blue No. 2 (§ 9.81 of this chapter). 
FD&C Violet No. 1 (§ 9.90 of this chapter). 
Lakes (IDC) (§ 9.100 of this chapter). 


Following is the text of the regulation: 


the protection of the public health; and 
provide, in the case of certain color addi- 
tives, temporary tolerance limitations 
and conditions of use. This action is 
taken pursuant to the authority vested 
in the Secretary of Health, Education, 
and Welfare by Title II of the Color Ad- 
ditives Amendments of 1960 (secs. 
203(d) (1) (A), 203(d) (1) (C) 203d) (3); 
74 Stat. 404; 21 U.S.C., note under sec. 
376) and delegated to the Commissioner 
of Food and Drugs (22 F. R. 1045, 23 F.R. 
9500, 25 F. R. 5611). 

1, Title 21 is amended by adding thereto 
the following new part : 


PART 8—COLOR ADDITIVES 


Sec. 

501 Provisional lists of color additives, 

502 Termination of provisional listings of 
color additives. 

503 Temporary tolerances, 

8.510 Cancellation of certificates. 


8.515 Limitation of certificates, 


Aurnontry: §§ 8.501 to 8.615 issued under 
Title II of Public Law 65-618, sec 203 (e). 
(da); 74 Stat. 105; 21 U.S.C., note under 376, 


No. 1800 

— ]ĩ VQꝛ — 
iy 
4 
— 
i- 

GE 
78 
79 
79 
70 — 


(b) Color additives provisionally listed 
jor drug and cosmetic use. 


D&C Green No. 6 (§ 9.103 of this chapter). 
D&C Green No 6 (§ 9.104 of this chapter). 
D&C Green No. 7 (§ 0.105 of this chapter). 
D&C Green No. 8 I 9.100 of this chapter). 
D&C Yellow No. 7 (19.180 of this chapter). 
D&C Yellow No. 6 (§ 9.131 of this chapter). 
D&C Yellow No. 10 (§ 9.133 of this chapter). 
D&C Yellow No. 11 (§ 9.1394 of this chapter). 
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D&C Red No. 21 
D&C Red No, 22 
D&C Red No. 24 
D&C Red No. 27 
D&C Red No. 28 
D&C Red No. 29 
D&C Red No. 30 
D&C Red No. 31 
D&C Red No. 33 
D&C Red No. 34 
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.169 of this chapter). 
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D&C Red No. 36 
D&C Red No. 37 
D&C Red No. 38 
D&C Red No. 39 
D&C Orange No. 
D&C Orange No. 
D&C Orange No. 
D&C Orange No. 8 
D&C Orange No. 10 


D&C Brown ~~ 1 
D&C Blue No. 
D&C Blue No. 
D&C Blue No. 7 ($9. 

D&C Blue No. 9 (§ 

D&O Black No. 1 (§ of this chapter). 
D&C Violet No. 2 (§ 9.270 of this chapter). 
Lakes (D&C) (§9.280 of this chapter). 


(c) Color additives provisionally listed 
jor use in externally applied drugs and 
cosmetics. 

Ext. D&O Yellow No. 1 (§ 9.301 of this chap- 
ter). 
* D&C Yellow No. 3 (§ 9.303 of this chap- 


ter). 
=". D&C Yellow No. 5 


6 
D&C Guanes No. 17 
( 


19 808 of this chap- 


Ext. 4 820 Yellow No. 6 (§ 9.306 of this chap- 
Ext, D&C Yellow No, 7 (§ 9.307 of this chap- 
Ext DAC Yellow No. 9 (§ 9.309 of this chap- 
Ext. DAC Yellow No. 10 (§ 9.310 of this chap- 


Ext. D&C Red No. 1 (§9.340 of this chap- 
2 ($9341 of this chap- 
ter). 


Ext. D&C Red No. 3 (§9.342 of this chap- 
ter). 

Ext. D&C Red No. 6 (§ 9.347 of this chap- 
ter). 


Ext. D&C Red No. 10 (§ 9.349 of this chap- 


* D&C Red No. 11 (§ 9.350 of this chap- 
er). 


Ext. D&C Red No, 13 (§ 9.362 of this chap- 
ter). 


Eat. D&C Red No. 14 (§ 9.363 of this chap- 
ter). 


Ext. D&C Blue No. 1 (§ 9.370 of this chap- 
ter 


). 
Ext. D&C Blue No. 4 (§ 9.373 of this chapter). 
Ext. D&C Green No. 1 (§ 9.400 of this chap- 


Ext, DAC Violet No. 2 ($9411 of this chap- 
Ext. D&C Orange No. 1 (§ 9.420 of this chap- 
Ext. D&C Orange No. 3 (§ 9.422 of this chap- 
Ext, DAC Orange No. 4 ($ 9.423 of this chap- 


ter). 
Lakes (Ext. D&C) (§ 9.440 of this chapter). 


(d) Color additive provisionally list- 
ed for use on mature oranges, 


Citrus Red No. 2 (§ 9.16 of this chapter). 


(e) Color additives provisionally list- 
ed for food use on the basis of prior com - 
mercial sale but which have not been 
subject to certification. 


Annatto. 

Beet juice. 

Bixin and norbixin. 

Caramel. 

Carbon black (prepared by the “impinge- 
ment" or channel“ process). 

Carminic acid. 

Carotene, natural and synthetic. 

Charcoal (NF XI). 

Chlorophyll copper complex and chlorophyl- 
lin copper complex. 

Cochineal. 

Iron oxides. 

Titanium dioxide (limit of 0.4 percent as 
pigment in bakery and confectionery prod- 
ucts). 

Turmeric and curcumin. 

Ultramarine blue, 0.5 percent in salt for 
animal feed. 


(f) Color additives provisionally listed 
jor drug use on the basis of prior com- 
mercial sale, but which have not been 
subject to certification. 


Carotene, natural and synthetic. 

Charcoal (NF XI). 

Chlorophyll copper complex and chlorophyl- 
lin copper complex. 

Cochineal. 

Logwood. 

Iron oxides. 

Titanium dioxide. 


(g) Color additives provisionally listed 
jor cosmetic use on the basis of prior 
commercial sale, but which have not been 
subject to certification. 


Alloxan. 
Aluminum powder. 
Barium sulfate (blanc fixe). 
Bentonite. 
Bismuth oxychloride. 
Bronze powder. 
Calcium carbonate. 
Calcium sutcate. 
Calcium sulfate. 
Carbon black (prepared by the “impinge- 
ment” or “channel” ). 
Chlorophyll copper complex and chlorophyl- 
lin copper complex. 
Chromium oxide greens. 
Cobaltous aluminate (cobalt blue). 
Cochineal. 
Copper, metallic powder. 
Dihydroxyacetone, 
Puller's earth. 
Gold. 
Iron oxides. 
Kaolin. 
Kleselguhr (diatomite). 
Lapis lazuli (lazurite). 
Lithopone. 
Logwood (bluewood, campeche wood). 
Magnesium carbonate. 
Manganese violet (probably 
2(NH,) .Mn,(P,O;) 


Potassium ferrocyanide. 
Tale. 


Tin oxide. 
Titanium dioxide. 
Ultramarine blue. 
Zine oxide. 
Zirconium oxide. 
Zirconium silicate. 


(Secs. 203(b) (2), Public Law 86-618; 74 Stat. 
405; 21 U.S.C., note under 376) 


§ 8.502 Termination of provisional list- 
ings of color additives. 


(a) Ext. D&C Yellow Nos. 9 and 10. 
These colors cannot be produced with 
any assurance that they do not contain 
g-naphthylamine as an impurity. While 
it has been asserted that the two colors 
can be produced without the impurity 
named, no method of analysis has been 
suggested to establish the fact. §-Naph- 
thylamine is a known carcinogen; there- 
fore, there is no scientific evidence that 
will support a safe tolerance for these 
colors in products to be used in contact 
with the skin. The Commissioner of 
Food and Drugs, having concluded that 
such action is necessary to protect the 
public health, hereby terminates the pro- 
visional listing of Ext. D&C Yellow No. 9 
and Ext. D&C Yellow No. 10 (§§ 9.309 
and 9.310 of this chapter). 

(b) (1) D&C Red Nos. 8, 9, 10, 19, 33, 
37; D&C Yellow No.7; D&C Orange Nos. 
§ and 17. Subacute studies have estab- 
lished that these colors are toxic sub- 
stances, unsafe for unrestricted use in 
drugs and cosmetics. 

(2) D&C Red Nos. 11, 12, and 13. 
These colors are chemically related to 
D&C Red No. 10, being the calcium, 
barium, and strontium salts of the same 
dye, and are chemically indistinguish- 
able from D&C Red No. 10 in the analysis 
of a product in which such colors have 
been used. They therefore must be sub- 
ject to the same restrictions imposed on 
D&C Red No. 10. 

(3) D&C Yellow No. 8. This color is 
chemically and pharmacologically re- 
lated to D&C Yellow No. 7, and therefore 
must be subject to any restriction im- 
posed on that color. 


The Commissioner of Food and Drugs, 
having concluded that such action is 
necessary for the protection of the pub- 
lic health, hereby terminates the pro- 
visional listing for the colors named in 
this section for unrestricted use in drugs 
and cosmetics. These colors are now 
listed in Part 9 of this chapter as 
follows: 


D&C Red No. 8 (§ 9.153 of this chapter). 

D&C Red No. 9 (§ 9.154 of this chapter). 

D&C Red. No. 10 (§ 9.155 of this chapter). 
D&C Red No. 11 (§9.156 of this chapter). 
D&C Red. No. 12 (§ 9.157 of this chapter). 
D&C Red. No. 13 (§ 9.158 of this chapter). 
D&C Red. No. 19 (§ 9.164 of this chapter). 
D&C Red No. — 19.178 of this chapter). 
D&C Red No. 37 (§ 9.182 of this chapter). 


D&C Yellow No, 7 (§ 9.130 of this chapter). 
D&C Yellow No. 8 (§ 9.131 of this chapter). 
D&C Orange No. 5 (§ 9.202 of this chapter). 
D&C Orange No. 17 (§ 9.214 of this chapter). 


§ 8.503 Temporary tolerances. 


Two-year chronic feeding studies of 
D&C Red No. 9 and D&C Red No. 10 were 
completed in early October 1960. A final 
report awaits the results of thorouch 
histopathological studics of the aninials. 
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Wednesday, October 12, 1960 


However, pharmacologists of the Food 
and Drug Administration have com- 
pleted gross examination of the vital 
organs of the sacrificed animals. When 
these gross data are evaluated, together 
with growth response, mortality, and 
condition of the animals prior to sacri- 
fice, a safe level of fecding of 100 parts 
per million will be pted pending the 
completion of the pathology. Since 
these two colors in the subacute studies 
were of the same order of toxicity as the 
other seven colors tested, it can be as- 
sumed for the purpose of temporary tol- 
erances that the same safe level of feed- 
ing for the seven colors is also 100 parts 
per million. Data have been submitted 
which indicate that the maximum 
amount of the color additives listed in 
this paragraph likely to be ingested 
daily from lipstick will correspond to 
about 0.01 part per million in the daily 
diet. On this basis, it is not inconsist- 
ent with the protection of the public 
health to allow, during this transitional 
period, continued use of these products 
in lipstick and in other products that 
may be ingested in the amounts specified 
in this section. 

(a) Pursuant, therefore, to the au- 
thority in § 203(d)(1)(C) of the Color 
Additives Amendments of 1960, tempo- 
rary tolerances are established for the 
following color additives: 


D&C Orange No. 5 (9 202 of this chapter). 
D&C Orange No. 17 (§ 9.214 of this chapter). 
D&C Red No. 8 (§ 0.153 of this chapter). 
D&C Red No. 9 (§ 9.154 of this chapter). 
D&C Red No. 10 (§ 9.155 of this chapter). 
D&C Red No. 11 ({ 0.156 of this chapter). 
D&C Red No. 12 (£ 9.157 of this chapter). 
D&C Red No. 13 ({ 0.158 of this chapter). 
D&C Red No. 19 (9.104 of this chapter). 
D&C Red No. 33 ({ 9.178 of this chapter). 


These color additives are therefore re- 
tained on the provisional list for use in 
lipstick with a temporary tolerance for 
each such color additive or combination 
of color additives of not more than 6 
percent pure dye by weight of each lip- 
stick and for use without tolerance 
restrictions in externally applied drugs 
and cosmetics. 


Statement of policy re pharmacological 
testing. The basic responsibility for pro- 
viding adequate eafety data to eupport the 
listing of, as well as permanent tolerances 
for, color additives rests with persons who 
proposed the use of such color additives. 
The Food and Drug Administration cannot 
possibly perform all the pharmacological 
testing during the transitional period that 
will be necessary to meet the requirements 
of section 706 of the Color Additives Amend- 
ments of 1960 for the listing of color addl- 
tives. Before the conclusion of the 24% year 
period which began July 12, 1960, substantial 
pharmacological testing is required to cup- 
port listing of suitable food, drug, and cos- 
metic color additives. It will therefore be 
necersary that organizations other than the 
Pood and Drug Administration assume re- 
sponsibility for making the necessary tects. 
The Commissioner of Food and Drugs speci- 
fically calls attention to the fact that chronic 
studies on at least two species of animals 
will be necessary to support the permanent 
tolerances. The Commissioner invites in- 
terested persons to mect with him on 
October 21 at 10:00 a.m., in Room G-~-751, 
North Health, Education, and Welfare Bulid- 
ing, 330 Independence Avenue, SW., Wash- 
ington, D.C., to discuss the existing and 


Planned programs of Food and Drug Admin- 
istration, to obtain a clear understanding 
of what part of the scientific work can be | 
conducted by the Food and Drug Adminis- 
tration and what must be conducted by 
outside scientists. 


(b) The colors named in paragraph 
(a) of this section may also be used in 
drug products and in such other prepar- 
ations subject to ingestion as mouth 
washes and dentifrices, where total usage 
reasonably to be expected to be ingested 
does not contribute more than 1 part 
per million of any such color additive or 
combination of color additives to the 
human diet. The following colors are 
retained on the provisional list of color 
additives for use in drug products for 
internal use, mouth washes, dentifrices, 
and proprietary products, under a tem- 
porary tolerance, provided that in no 
instance shall such color additives con- 
tribute more than 0.75 milligram of the 
color additive, expressed as pure dye, to 
the amount of the product reasonably 
expected to be ingested in 1 day: 

D&C Orange No. 6 (§ 9.202 of this chapter). 
D&C Red No. 6 (§ 9.153 of this chapter). 

D&C Red No. 19 (§ 9.164 of this chapter). 
D&C Red No. 33 (§9.178 of this chapter). 
D&C Red No. 37 (§ 9.182 of this chapter). 


(Sec. 203(d)(1)(C); 74 Stat. 405; 21 U.S.C., 
note under 376) 


§ 8.510 Cancellation of certificates. 


Ce.tificates issued heretofore for 
colors being removed from the pro- 
visional list (§ 8.502) are canceled and 
of no effect after December 1, 1960, and 
use of such color additives in drugs or 
cosmetics after that date will result in 
adulteration. 


(Sec. 203(d)(1)(E); 74 Stat. 405; 21 U.S.C., 
note under 376) 


§ 3.515 Limitation of certificates. 


Certificates issued heretofore for color 
additives being retained on the pro- 
visional list in § 8.503, but under toler- 
ance and usage restrictions, are hereby 
limited to those uses and under those 
conditions imposed by that section. Use 
of such color additives in any other man- 
ner after December 1, 1960, in drugs or 
cosmetics will result in adulteration. 
Any color additive certified under such 
tolerance and usage restrictions after 
October 12, 1960, shall bear a label state- 
ment of the name of the color additive 
and of the tolerance and use limitations 
applicable to it. 


(Sec. 203 (d) (1) (EB); 74 Stat. 405; 21 US.C., 
note under 376) 


2a. The following sections in Part 9 
shall continue in effect, insofar as they 
are not inconsistent with this order, until 
new regulations for the enforcement of 
section 706 of the basic Color Aduitives 
Amendments of 1960 can be proposed and 
made effective: 


$9.1 Definitions. 

$9.2 General specifications for straight 
colors. 

$9.3 Mixtures that may be certified. 

$94 Sampling, storage, and packaging. 

$9.5 Requests for certification. 

$96 Certification. 

$9.7 Limitation of certificates, 

$9.8 Labeling . 

19.9 Records of distribution, 


$9.16 Citrus Red No. 2; certification and 
tolerance for use on mature 
oranges. 


b. The fee schedule provided in § 9.12 
shall be continued for batches of colors 
submitted for certification from the pro- 
— listed colors in §§ 8.501 and 

o. Bections 9.309 and 9.310 are repealed 
(see amendment 1). 


(Sec. 701, 62 Stat. 1066; 21 0.8.0, 871) 


Effective date. This order shall be 
effective upon publication in the Pepera. 
Reoister. Notice and public procedure 
are not necessary prerequisites to the 
promulgation of this order, because sec- 
tion 203(d)(2) of Public Law 86-618 so 
provides, 


(Title II. Public Law 86-618; 74 Stat. 404 et 
seq.; 21 U.. C., note under 370) 


Dated: October 7, 1960. 


(seaL) Joun L. Harvey, 
Deputy Commissioner 
of Food and:Drugs. 
F. R. Doc. 60-0661; Pied, Oct. 11, 1960; 
8:60 a.m.) 


